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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group II, claim 25, in the reply filed on 12/19/2007 is 
acknowledged, as is Applicant's election of SEQ ID NO:2, 36 and 46. Because 
applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse 
(MPEP§ 818.03(a)). 

Claims 1-24 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 12/19/2007. 
Priority 

Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Europe on 06/24/2003. It is noted, however, that applicant has not 
filed a certified copy of the 03090189.6 application as required by 35 U.S.C. 119(b). 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 25 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The phrase "a primer (reverse) of SEQ ID NO. 36" could 
mean that the primer is to be used as a reverse primer, or it could mean the primer is a 
reverse sequence of SEQ ID NO. 36 (i.e. a complementary sequence to SEQ ID NO. 
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36). The examiner will assume the former for purposes of further examination. 
However, Applicant should amend the claim to avoid the ambiguity. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 25 is rejected under 35 U.S.C. 102(b) as being anticipated by Fodor et al 
(US 20010053519 A1). 

Claim 25 recites a kit comprising a primer oligonucleotide of SEQ ID NO 2, a 
primer oligonucleotide of SEQ ID NO 35, and a blocker of SEQ ID NO 46. It is noted 
that there is no explicit definition of the term "blocker" in the specification as to 
distinguish this from an oligonucleotide. The phrasing "of SEQ ID NO..." allows an 
interpretation of an oligonucleotide from that SEQ ID NO. In this case, Fodor 
synthesized an array with every possible 10-mer (see figures 2-5 and paragraph 
[0122]). Therefore, his "kit" inherently comprises a primer oligonucleotide of SEQ ID NO 
2, a primer oligonucleotide of SEQ ID NO 36, and a "blocker" of SEQ ID NO 46. 

Applicant may obviate this rejection by amending the claim to recite "a primer 
oligonucleotide consisting of SEQ ID NO 46" or "a primer oligonucleotide comprising 
SEQ ID NO 46", etc. 

Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Burger 
et al (WO 03/044226 A2) in view of Buck et al (BioTechniques 27:528-536; 1999). 

Burger discloses the sequence of a chemically (i.e. bisulfite) treated genomic 
DNA sequence (see sequence 179, pages 250-251). Within this sequence are found 
the sequences corresponding to Applicant's SEQ ID NO 2 (corresponding to positions 
4960-4979), SEQ ID NO 36 (corresponding to the complement of positions 5059-5081) 
and SEQ ID NO 46 (corresponding to the complement of positions 5037-5064). Burger 
also teaches the concept of putting oligonucleotides into kits (page 13, next to last 
paragraph). 
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It would have been prima facie obvious to select subsequences from the 
sequence #179 disclosed by Burger to use as primers and/or probes to use for 
detecting that sequence, and to put them in the form of a kit. Any subsequences would 
have been considered obvious choices for this purpose and would have offered a 
reasonable expectation of success. 

Buck expressly provides evidence for reasonable expectation of success and fro 
the equivalence of primers. Specifically, Buck invited primer submissions from a 
number of labs (39) (page 532, column 3), with 69 different primers being submitted 
(see page 530, column 1 ). Buck also tested 95 primers spaced at 3 nucleotide intervals 
along the entire sequence at issue, thereby testing more than 1/3 of all possible 18 mer 
primers on the 300 base pair sequence (see page 530, column 1 ). When Buck tested 
each of the primers selected by the methods of the different labs, Buck found that 
EVERY SINGLE PRIMER worked (see page 533, column 1). Only one primer ever 
failed, No. 8, and that primer functioned when repeated. Further, EVERY SINGLE 
CONTROL PRIMER functioned as well (see page 533, column 1). Buck expressly 
states "The results of the empirical sequencing analysis were surprising in that nearly all 
of the primers yielded data of extremely high quality (page 535, column 2)." Therefore, 
Buck provides direct evidence that all primers would be expected to function, and in 
particular, all primers selected according to the ordinary criteria, however different, used 
by 39 different laboratories. It is particularly striking that all 95 control primers 
functioned, which represent 1/3 of all possible primers in the target region. This clearly 
shows that every primer would have a reasonable expectation of success. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Woolwine whose telephone number is (571) 
272-1 144. The examiner can normally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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/Young J Kim/ 

Primary Examiner, Art Unit 1637 



